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Office Action Summary 



Application No. 

10/086,510 



Examiner 

Sheridan K Snedden 



Applicant(s) 

CHANG ET AL. 



Art Unit 

1653 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- haiiure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C § 1 33) 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed mav reduce anv 
earned patent term adjustment See 37 CFR 1.704(b). ' 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)[X] This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) |El Claim(s) 1-77 is/are pending in the application. 

4a) Of the above claim(s) 43,46-52,57-65.67 and 70-74 is/are withdrawn from consideration. 

5) D Claim(s)_ is/are allowed. 

6) IEI Ciaim(s) 1-42.44.45.53-56.66.68.69 and 75-77 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No. 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) S Notice of References Cited (PTO-892) 

2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) [3 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
Paper No(s)/Mail Date 6/11/02. 12/29/03 . 



4) Interview Summary (PTO-413) 
Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 
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DETAILED ACTION 

1 . Applicant's election of invention I, claims 1 -42, 44-45, 53-56, 66, 68, 69, and 75- 
77 is acknowledged. Claims 43, 46-52, 57-65, 67, and 70-74 are withdrawn from further 

i 

consideration pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Election was made without traverse in 
Paper filed 6 July 2004. Claims 1-42, 44, 45, 53-56, 66, 68, 69 and 75-77 are under 
examination. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-12, 44, 45, 53-56, 66, 68, and 69 are rejected under 35 U.S.C. 1 12, first 
paragraph, as containing subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. Applicant 
is also referred to the Guidelines on Written Description published at FR 66(4) 1099- 
1111 (January 5, 2001) (also available at www.uspto.eovV The following passage is 
particularly relevant. 

The written description requirement for a claimed genus may be satisfied through sufficient description 
of a representative number of species by actual reduction to practice, reduction to drawings, or by 
disclosure of relevant identifying characteristics, i.e. structure or other physical and/or chemical 
properties, by functional characteristics coupled with a known or disclosed conelation between 
structure and function structure, or by a combination of such identifying characteristics, sufficient to 
show the applicant was in possession of the claimed genus. A "representative number of species" 
means that the species which are adequately described are representative of the entire genus. Thus, 
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when there is substantial variation within a genus, one must describe a sufficient number of species to 
reflect the variation within the genus. What constitutes a "representative number" is an inverse 
function of the skill and knowledge in the art. Satisfactory disclosure of a "representative number" 
depends on whether one of skill in the art would recognize that applicant was in possession of the 
necessary common attributes or features of the elements possessed by the members of the genus in 
view of the species disclosed. In an unpredictable art, adequate written description of a genus which 
embraces widely variant species cannot be achieved by disclosing only one species within the genus. 

Claims 1-12, 44, 45, 53-56, 66, 68-69 are directed to the genus of polynucleotides 
that hybridize under a broad set of hybridization conditions to SEQ ID NO: 1 . As recited, 
the claims do clearly identify a structural and functional elements that would define a 
genus of polynucleotides. Given broad range of hybridization conditions, millions of 
nucleic acids of unpredicted, non-obvious sequence or structure, would hybridize to SEQ 
ID NO: 1, each of these nucleic acids would differ in function which could not be 
predicted. Therefore, as the claims describe a large number of structurally and 
functionally unrelated sequences, the claims fail to clearly describe what is in possession 
by the Applicant, which is a nucleic acid encoding the protein of SEQ ID NO: 1. 



3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-42, 44, 45, 53-56, 66, 68, and 69 are rejected under 35 U.S.C. 1 12, first 
paragraph, as containing subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. 
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The claims recite fragments of SEQ ID NO: 1 without identifying what structure 
or function the fragments are to possess. A fragment could represent a single nucleotide 
and therefore concluded that the Applicant cannot be in possession of all fragments to 
SEQ ID NO: 1. Furthermore, a review of the full content of the specification and the 
prior art indicates that the modifications to SEQ ID NO: 1 would have significant 
influences on the function fragments of SEQ ID NO: 1 would possess. The instant 
specification fails to provide sufficient descriptive information for the structural and 
functional relationship of the claimed genus of polynucleotides. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-3, 44, 45 and 75-77 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 1 is in definite because it is unclear as to what boundaries to place on the 
term "portion." All polynucleotides would possess at least 2 or 3 consecutive nucleotides 
as required for the genetic code to function. 

The term "intermediate" in claim 2 is a relative term which renders the claim 
indefinite. The term " intermediate " is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. 



Application/Control Number: 10/086,510 
Art Unit: 1653 

The term "high" in claim 3 is a relative term which renders the claim indefinite. 
The term "high" is not defined by the claim, the specification does not provide a standard 
for ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. 

Claims 7-12 use the language "consisting essentially of renders the claim 
indefinite because the essential parts of SEQ ID NO: 1 are not known or described. 

Claim 1 at (b)(ii) is indefinite as it is unclear which "known polypeptide" is 
referred to in the claim. 

Claims 44, 45 and 75-77 are indefinite as they depend from withdrawn claim 43. 

Claim Rejections - 35 USC §102 
5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

» 

form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-30 are rejected under 35 U.S.C. 102(b) as being anticipated by Jacobs et 
al (US 5,723,315). Jacobs et al teach SEQ ID NO: 26 that is comprises a fragment of 
SEQ ID NO: 1 that is at least 36 nucleotides in length and does not a significant portion 
of SEQ ID NO: 2 or 3. SEQ ID NO: 26 would also hybridize to the sequence of SEQ ID 
NO: 1 . Thus, the reference clearly anticipates the invention as recited in the claims. 



Conclusion 
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6. 



Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Sheridan K Snedden whose telephone number is (571) 
272-0959. The examiner can normally be reached on Monday - Friday, 8:30 AM to 5:00 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925. The fax phone number for 
regular communications to the organization where this application or proceeding is 
assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 



PM. 



0196. 




SKS 

August 23, 2004 




—SSKK? 



